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SUMMARY

A U.S. Environmental Protection Agency (EPA) Federal Insecticide, Fungicide,
Rodenticide, Act (FIFRA) Good Laboratory Practice (GLP) inspection was conducted to
determine compliance with 40 CFR 160 and 40 CFR 169.2(k). Three audits were conducted by
the inspector. In addition, a GLP compliance inspection was conducted to determine the
laboratories current adherence to the GLP regulations. Findings from the FIFRA GLP inspection
and study audits are summarized below.

¢ No negative Findings with respect to GLP issues.

L INTRODUCTION

A Neutral Scheme FIFRA GLP inspection was conducted at BioScience Laboratories,
Inc. on June 12 and 13, 2019 to determine compliance with 40 CFR 160 and 40 CFR 169.2(k).
The inspector assigned was Mr. Mark Lehr. Facility information can be found at www.
biosciencelabs.com.

IL. OPENING CONFERENCE

An opening conference was held beginning at approximately 9:00 am on June 12, 2019.
The inspection was led by Mr. Mark Lehr, Chemist, from EPA’s GLP Program. Official
credentials were presented to Ms. Amy Juhnke, Director of QA upon entry. A FIFRA Notice of
Inspection [Exhibit 1] was also presented to and signed by Ms. Amy Juhnke.

I1I. NARRATIVE

The following GLP compliance inspection and study audits were accomplished during the
inspection.

GLP Compliance Inspection:

The GLP standards compliance inspection was conducted through interviews with facility
personnel and tours of laboratory, archives and test substance / system storage areas. Personnel
curricula vitae and training records were reviewed, as well as SOPs and equipment
calibration/maintenance logs. One ongoing study was selected from the mater schedule as part of
the GLP compliance review indicated below:

Evaluation of Hard Surface Disinfectant Formulation for its Viricidal Efficacy
Sponsor: Unit chemical Corporation

7360 Commercial Way
Henderson, NV 89011
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Laboratory ID: 1904167.404

e No negative findings with respect to GLP issues

Study Audit:

Three study audits were accomplished through review of available raw data, records,
reports, interviews with study personnel and review of laboratory operations. The audit was based
on: completeness of raw data, conformance of raw data to study report findings and conclusions,
adherence to GLP Standard requirements, appropriate SOPs, and each study’s protocol. The
following aspects of the studies were reviewed: protocol, raw data, final study report, record
keeping, quality assurance, test substance receipt, distribution and administration, and chemical
characterization.

The following describe any observations made and activities undertaken during the facility
inspection and audit of the studies with respect to the U.S. EPA FIFRA GLP regulations under 40
CFR §160:

A GLP VIRUCIDAL EFFICACY EVALUATION OF A HARD SURFACE DISINFECT
ANT WIPE

MRID: 50680301

Lab ID: 1806277-404

e No negative findings with respect to GLP issues.

AN EVALUATION OF THE SANITIZING EFFICACY OF ONE TEST
FORMULATION FOR USE ON NON-FOOD CONTACT SURFACES
MRID: 506033704

Lab ID: 1602106-204

e No negative findings with respect to GLP issues.
AN EVALUATION OF THE SANITIZING EFFICACY OF ONE TEST
FORMULATION FOR USE ON NON-FOOD CONTACT SURFACES

MRID: 506033705
Lab ID: 1706264-204

e No negative findings with respect to GLP issues.



Page 4 of 4
IV.  EXIT DISCUSSION

The exit conference was held Thursday June 13, 2019 by Mark Lehr to review findings
and recommendations of the FIFRA GLP standards inspection and data audits. Inspection
Observations form [Exhibit 2] was completed and copied for the facility providing written

indication of the inspector’s observations discussed during the inspection and closing conference.

A FIFRA Receipt for Samples [Exhibit 3] was provided to the facility for documents obtained
during the inspection.

V. EXHIBITS

Exhibit 1 FIFRA Notice of Inspection (1 page)
Exhibit 2 Inspection Observations form (1 page)
Exhibit 3 FIFRA Receipt for Samples (1 page)

Exhibit 4 Closing Conference Sign-in Sheet (1 page)



Exhibit 1

ADDRESS (KPA Office)

Y U.S. ENVIRONMENTAL PROTECTION AGENCY Box 25227 Denver Federal
2 ; Center, Denver Colorado
&R % . 80225
W g GOOD LABORATORY PRACTICE
’%w@@ NOTICE OF INSPECTION o -
ﬂ;“'l'[l‘] Tl gy
FIRM NAME . FIRM ADDRESS (WUMBER, STREET, CITY, .S']"Ai'EI AND ZIP CODE)
1F6S Sall 12Y2 Awe.
’\:5‘ S Sc‘e"\‘-'-'?- L \a N-\'th"\.é_ T . BJ Teone.n MmT :\ 1Ny

NAME OF OWNER OR AGENT IN CHARGE

ArryY L JUH,\Jz (=

SIGNATURE OF OWNER OR AGENT IN CHAROER (SIGNATURE GRANTS LONSENT 1o SIGNATURE OF [iPA BMPLOYEB

T i MWp |40

TLE D.r g&_&& Lo Chemlst/ C 0.

REASON FOR INSPECTION:

FOR THE PURPOSE OF PERFORMING AN INSPECTION PURSUANT TO THE GOOD LADORATORY PRACTEICE STANDARDS SPECIFIED IN SECTION 40 CFR PART 160

FOR THE PURPOSE OF INSPECTING AND OBTAINING COPIES OF THOSU RECORDS SPECIFIED IN THE FEDERAL INSECTICIDE, FUNGICIDE, AND
RODENTICIDE ACT, SECTIONS 8 and 12(2){2)(8), AND IN SECTION 40 CFR PART 162,

[]

[

VIOLATION SUSPECTED: None, Neutral Scheme

i ORIGINAL - RESPONSIBLE OFFICE
*U.8.GPD: 1994-300-835/00253



Exhibit 2

ADDRESS/PHONE (EPA OFFICE)

) P INSPECTION RBox 2522% DFC
\’ OBSERVATIONS Demwven. Co, Hoz23s

DATE
Cl3]ig
PRINTED NAME OF INDIVIDUAL TO WHOM REPORT ISSUED INVESTIGATION ID NUMBER
TO;
—Ms. By Tuhalke Zoi9315499 %
FIRM NAME AND ADDRESS: FACILITY INSPECTED ADDRESS
- _ IS Soth 19 A,
&10 Science Lf_h\ao rr._"Lu s The, 1S Sost 1

Boweron, M7 gy31%

DURING AN INSPECTION / AUDIT OF YOUR FACILITY, THE FOLLOWING POTENTIAL VIOLATIONS WERE OBSERVED BY AGENCY INSPECTORS;
PY {3 stugies s baw Men 4o EPAY MATD S0LYO030L, 56603370y, 506033 F0F
9T g D sk i ol )
. L §. ?(2,‘*,;,(_,_-_,‘ 4 t"to*utﬁ {". qoq
BA8 aa @argatay ST .
. \‘ A G L{) L35ved,
WeYN regpes ®

¢ f\\o \'\C_“\\‘\"\JL -Srfn&:q.\-a

NOTE:  This form provides only preliminary determinations by Agency inspectors. Final determinations concerning the number, nature and extent of violations will be made
following enforcement review of the inspection report.

——

ACKNOWLEDGMENT
THE UNDERSIGNED ACKNOWLEDGES RECEIPT OF A COPY OF THIS INFORMATION
SIGNATURE . . P TITLE
y (\.\7{\ 4//) « b (.2 / P\ o6 mT
PREPAREDBY: i TITLE
mc.r‘\L ‘. \-@‘-\.r* 4/)/L}C—/Q/ \! ™ \@,Q C‘/\(’-\MG ‘— { C O

EPA 3540-38 (12-95)



Exhibit 3
U.S. ENVIRONMENTAL PROTECTION AGENCY ADDRESS (BEA Ragionsl Olfice)
S0 Mg, Bex 25227, Bldg.25
g < % Denver Federal Center
] ¢ RECEIPT FOR SAMPLES Denver, CO 80225
Z &
By DATE i
t prot G , i3 , 'rl
NAME OF INDIVIDUAL TITLE
Ms. Aoy Tohake 'D"-ru.l‘m- ok TRy
FIRM NAME ADDRESS (Street, City, State and Zip Code)
T 3oL 19 Ave.
. Boteman , MT S43
—\_))'”;, 5G|<U!HE 5 L-.‘ﬂgm’\-uﬂ,\c_sj Ir\(_,
SAMPLE NUMBERS
SAMPLES COLLECTED (Describe fully, List Registralion, Lot, Batch, Model,

ACKNOWLEDGMENT OF PRODUCER/REGISTRANT

The following samples were collected by the U,S, Environmental Protection A
ledged persuant to Section 9.(a) of the Federal Insecticide, Fungicide,
136 g ). This section is quoted on the reverse of this form.

‘\ '\)m-\wc_b\ &-\‘\0‘\\5?‘-"\0"'\ L‘\ E)t\.cle.b

2~ E'\‘Y\l;\\ xfbm \_‘Q\L C_\p\ Sra \--_‘s \LQ‘\\\_t g."lf\‘\r\‘\\’\t\«w \‘Y\u_p& IV Z.Cu ’cl ( ( F‘-’\‘]rl.
2 Floar Plan BsL wlagfv® T P‘L‘\‘*\
3‘3L c{{_f_‘] g C../\f\cvdl‘ L \ flq_nv_,\

Serial Numbers and other positive identifications.).

gency and receipt is hereby acknow-
and Rodenticide Act, as amended (7 U.s.C.

packaged, labeled, and released for shipment,

The undersigned acknowledges that the samples shown above were obtained from pesticides or devices that were
SIGNATURE (Owner, gﬁra!cr, or Agent) TITLE (Owner, Operator or Agent)
VDoV (K was Ce®/ PR Id v
DUPLICATE SAMPLES [] DUPLICATE SAMPLES SAMBLES NERE .
(I REQUESTED AND PROVIDED NOT REQUESTED [] PURCHASED [] sorRrROWED
AMOUNT PAID FOR SAMPLES
$ [] casH [] voucHER [] To sE BILLED
NAME OF COLLECTOR (Print or type) TITLE OF COLLECTOR SIGNATYRE OF CQLLE,
Mazk J. Lehy Chemist/ Inspector
A N P, G
- . . |
EPA Form 3540-3 (Rev. 8-75) PREVIOUS EDITION TO BE USED UNTIL SUPPLY IS EXHAUSTED. \ v

"ESTABLISHMENT COPY



Exhibit 4

Sign-In Sheet

Company Name and Address: R Lobode i
o SCVence, S

rq A,

165 Saudt, T8% fus.

Date(s): (;,(ll( 1 Botemen, MT S1HIR
T
Attendance fof OPENING / CLOSING)conference
Printed Name: Title: Email: Company/
Department
(epes) | Mark Lehr Chemist Lehr.Mark@epa.gov | US EPA/OC/GLP
Amny L. JUHJKg | Pi# oF 8A A vhnKe bioscience bs o B0
o
[Ciasi""\“\\ (Y\M\L. \__e_,\,.\,- . C/\e\e_,m . ‘C.D k.-:&r\d“.rhark @ 2690 /S Js E PA l O { G—(’()
Dot Povusor | Sepriraoly “O)f  DPadssr @ oros encelik L ¢ on gs L%

Am7 L JUHLLJV/L? Die. of An aluhn](ngIOS(_;;pr\ce labls Lo n BSy |
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